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I, Richard W. Voellmy, Ph.D., of Pully, Switzerland, hereby declare: ; . ; 
THAT mv currtculum vitde is attached hereto as Exhibit A; . ; , ■ 
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2005 and the references cited in the foregotog Office Actions; ; 
AND, being thus duly qualified, do further declare: 
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■ i, TheOfficeActionhasrejectedcto 
as failing to comply with the Element requirement. In articulating the gj-ounds of (ejection, the 
Office Action argues that «[i]n methods of treating a condition, a time-^pfendence factor must be 
taken into account and that this factor cannot be easily predicted". The Office Action also argues 
that insufficient guidance and direction is provided to allow one skilled if the art » practice the 
claimed invention without undue experimentation. Finally, the Office Action argues that the 
specification fails to enable the claimed invention because there are no wooing examples and that 
one skilled in the art "would be burdened with undue 'painstaking experimentation study'" to 
practice the claimed invention. j : | 

2 While I do not agree that the specification fails to enable the claimed invention, 1 
provide the following evidence demonstrating the effectiveness of the! claimed invention in. 
preventing hair loss (alopecia) in an animal model typically used for fuch studies using the 
methodologies described within the specification. : , 

3 Asdescribedmthespe^^ 

te are suitable for such studies (see affiled specification at page 21, line 10 through line 24). 
Rat/mouse models for the study of chemotherapy induced alopeciaare useful becaus* the ammals 
dcmonstnueafollicular^ 

responsivetochemotherapiesalopecicinhumans; the animals produ<x highly visible tod defixuhve 
results; and the animals allow for the possibility to assess the chemotherape^tic effect <jf an agent on. 
malignant cells introduced into the animal (see Appendix B, page 1). : j ; 

4 Animals were treated as discussed in the specification (see, page 1 9, Urje 28 through 
page 21, line 8 and/or page 28, lines 25*2). For the experiment describe* herein, animals were 
^domized into groups and localized heat treatment was provided to bne^ group 7 Ijours pnor to 
chemotherapy- Localized heattreatment comprised contacting the scalp bft^eanimalsUlh a devtce 

that transferred 
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v . , t(W , As demonstrated in Appendix B, page 2, localized n«»u 

expcrimentswerethenrepcated-Asdemonstra w j Additional 

be found fotintrapetitonMladrnWannoD. . j j 
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subjected to localized heat treatment followed by the administration of a chemothetajjeutic agent 
(cyclophosphamide). As indicated at page 5 of Appendix B, malignant cells were not protected by 
localized application of heat to the animals. All animals that did not receive cyclophosphamide died 
wit^nabout29daysar^rinjectionofmetumorceJnine. The administration of cyclophosphamide 
to animals injected with the cancer cell line resulted in a decrease of the mortality rate| Thus, the 
localized application of heat to the animals did not appear to impact the sensijvity of cajcer cells tx> 
cyclophosphamide. . 



7. Accordingly, it is respectfully submitted that one skilled in the M. using uje teachings 
of the as-filed specification, would be able to practice the invention as cjaimed wiW being 

subjected to undue experimentation. . . | j 

i ■ 

' ' ■ . "! > 

The undersigned declares further that all statements made herein of his own knowledge are 

true and that all statements made on information and belief are believed to b<; true; and further that 
these statements were made with the knowledge that willful false statements akd the like pomade are 
punishable by fine or imprisonment, or both, under Section 1001 of Title li of the United States 
Code and that such willful false statements may jeopardize the validity of the) 
patent issuing thereon. 
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(305) 243-3064 
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Swiss Federal Institute of Technology, ETH-Zuerich, Switzerland, 1967-71, Diploma in 
Microbiology and Biochemistry 

University of Zuerich, Switzerland, 1971-3, studies in Economics 

Swiss Federal Institute of Technology , ETH-Zuerich, Switzerland, 1971-5, Doctorate in 
Microbiology and Biochemistry (Dr. Natw.) 

University of Miami, School of Law (Night Program), Miami, FL, 1991-4, Juris Doctor 
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1971-5 Graduate studies, Dept. of Microbiology, Swiss Federal Institute of 

Technology, ETH-Zuerich, Switzerland 

1975-8 Postdoctoral Fellow and (1978) Principal Research Associate, Dept. of 

Physiology, Harvard Medical School, Boston, MA 

1978-82 Research Associate, Dept. of Molecular Biology, University of Geneva, 
Switzerland 

1979 Visiting Assistant Professor of Physiology, Harvard Medical School, 

Boston, MA 

1982-3 Assistant Professor, Dept. of Biochemistry, University of Miami, School 

of Medicine, Miami, FL 

1982- 8 Consultant to Battelle Memorial Institute, Geneva, Switzerland 

1983- 7 Associate Professor, Dept. of Biochemistry, University of Miami, School 

of Medicine, Miami, FL 
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1987-2004 Professor, Dept. of Biochemistry & Molecular Biology, University of 

Miami, School of Medicine, Miami, FL; Professor Emeritus since 2004. 
1990 Co-Founder of StressGen Biotechnologies Corp., Victoria, B.C. 



1 995-1 999 Vice-President for Planning and Intellectual Property, StressGen 

Biotechnologies Corp., & Member of its Scientific Advisory Board 

1999- 2000 Scientific Director, Debiopharm S.A., Lausanne, Switzerland 

2000- present Founder and Managing Director, HSF Pharmaceuticals S.A., Lausanne 

Switzerland 

2005 Co-Founder of MedicalHeat S. A. 



Professional Societies & Activities 

American Society for Biochemistry & Molecular Biology 

Florida Bar Association 

Dade County Bar Association 

U.S. Patent Bar 
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Editor, Cell Stress & Chaperones (-2003) 
Guest Editor, Methods (2004) 

Director, Ophthalmopharma A.G., Zuerich, Switzerland 
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